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or could have qualified as a laboratory 
director under § 493.1406; or 

(7) On or before February 28, 1992, 
qualified under State law to direct a 
laboratory in the State in which the 
laboratory is located. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5233, Jan. 19, 1993] 

§ 493.1406 Standard; Laboratory direc-
tor qualifications on or before Feb-
ruary 28, 1992. 

The laboratory director must be 
qualified to manage and direct the lab-
oratory personnel and test perform-
ance. 

(a) The laboratory director must pos-
sess a current license as a laboratory 
director issued by the State, if such li-
censing exists; and 

(b) The laboratory director must: 
(1) Be a physician certified in ana-

tomical or clinical pathology (or both) 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; 

(2) Be a physician who: 
(i) Is certified by the American Board 

of Pathology or the American Osteo-
pathic Board of Pathology in at least 
one of the laboratory specialties; or 

(ii) Is certified by the American 
Board of Medical Microbiology, the 
American Board of Clinical Chemistry, 
the American Board of Bioanalysis, or 
other national accrediting board in one 
of the laboratory specialties; or 

(iii) Is certified by the American So-
ciety of Cytology to practice 
cytopathology or possesses qualifica-
tions that are equivalent to those re-
quired for such certification; or 

(iv) Subsequent to graduation, has 
had 4 or more years of full-time general 
laboratory training and experience of 
which at least 2 years were spent ac-
quiring proficiency in one of the lab-
oratory specialties; 

(3) For the subspecialty of oral pa-
thology only, be certified by the Amer-
ican Board of Oral Pathology, Amer-
ican Board of Pathology or the Amer-
ican Osteopathic Board of Pathology or 
possesses qualifications that are equiv-
alent to those required for certifi-
cation; 

(4) Hold an earned doctoral degree 
from an accredited institution with a 
chemical, physical, or biological 
science as a major subject and 

(i) Is certified by the American Board 
of Medical Microbiology, the American 
Board of Clinical Chemistry, the Amer-
ican Board of Bioanalysis, or other na-
tional accrediting board acceptable to 
HHS in one of the laboratory special-
ties; or 

(ii) Subsequent to graduation, has 
had 4 or more years of full-time general 
laboratory training and experience of 
which at least 2 years were spent ac-
quiring proficiency in one of the lab-
oratory specialties; 

(5) With respect to individuals first 
qualifying before July 1, 1971, have 
been responsible for the direction of a 
laboratory for 12 months between July 
1, 1961, and January 1, 1968, and, in ad-
dition, either: 

(i) Was a physician and subsequent to 
graduation had at least 4 years of per-
tinent full-time laboratory experience; 

(ii) Held a master’s degree from an 
accredited institution with a chemical, 
physical, or biological science as a 
major subject and subsequent to grad-
uation had at least 4 years of pertinent 
full-time laboratory experience; 

(iii) Held a bachelor’s degree from an 
accredited institution with a chemical, 
physical, or biological science as a 
major subject and subsequent to grad-
uation had at least 6 years of pertinent 
full-time laboratory experience; or 

(iv) Achieved a satisfactory grade 
through an examination conducted by 
or under the sponsorship of the U.S. 
Public Health Service on or before July 
1, 1970; or 

(6) Qualify under State law to direct 
the laboratory in the State in which 
the laboratory is located. 

NOTE: The January 1, 1968 date for meeting 
the 12 months’ laboratory direction require-
ment in paragraph (b)(5) of this section may 
be extended 1 year for each year of full-time 
laboratory experience obtained before Janu-
ary 1, 1958 required by State law for a labora-
tory director license. An exception to the 
July 1, 1971 qualifying date in paragraph 
(b)(5) of this section was made provided that 
the individual requested qualification ap-
proval by October 21, 1975 and had been em-
ployed in a laboratory for at least 3 years of 
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the 5 years preceding the date of submission 
of his qualifications. 

[58 FR 5233, Jan. 19, 1993] 

§ 493.1407 Standard; Laboratory direc-
tor responsibilities. 

The laboratory director is respon-
sible for the overall operation and ad-
ministration of the laboratory, includ-
ing the employment of personnel who 
are competent to perform test proce-
dures, and record and report test re-
sults promptly, accurate, and pro-
ficiently and for assuring compliance 
with the applicable regulations. 

(a) The laboratory director, if quali-
fied, may perform the duties of the 
technical consultant, clinical consult-
ant, and testing personnel, or delegate 
these responsibilities to personnel 
meeting the qualifications of §§ 493.1409, 
493.1415, and 493.1421, respectively. 

(b) If the laboratory director reappor-
tions performance of his or her respon-
sibilities, he or she remains responsible 
for ensuring that all duties are prop-
erly performed. 

(c) The laboratory director must be 
accessible to the laboratory to provide 
onsite, telephone or electronic con-
sultation as needed. 

(d) Each individual may direct no 
more than five laboratories. 

(e) The laboratory director must— 
(1) Ensure that testing systems de-

veloped and used for each of the tests 
performed in the laboratory provide 
quality laboratory services for all as-
pects of test performance, which in-
cludes the preanalytic, analytic, and 
postanalytic phases of testing; 

(2) Ensure that the physical plant 
and environmental conditions of the 
laboratory are appropriate for the test-
ing performed and provide a safe envi-
ronment in which employees are pro-
tected from physical, chemical, and bi-
ological hazards; 

(3) Ensure that— 
(i) The test methodologies selected 

have the capability of providing the 
quality of results required for patient 
care; 

(ii) Verification procedures used are 
adequate to determine the accuracy, 
precision, and other pertinent perform-
ance characteristics of the method; and 

(iii) Laboratory personnel are per-
forming the test methods as required 
for accurate and reliable results; 

(4) Ensure that the laboratory is en-
rolled in an HHS approved proficiency 
testing program for the testing per-
formed and that— 

(i) The proficiency testing samples 
are tested as required under subpart H 
of this part; 

(ii) The results are returned within 
the timeframes established by the pro-
ficiency testing program; 

(iii) All proficiency testing reports 
received are reviewed by the appro-
priate staff to evaluate the labora-
tory’s performance and to identify any 
problems that require corrective ac-
tion; and 

(iv) An approved corrective action 
plan is followed when any proficiency 
testing results are found to be unac-
ceptable or unsatisfactory; 

(5) Ensure that the quality control 
and quality assessment programs are 
established and maintained to assure 
the quality of laboratory services pro-
vided and to identify failures in quality 
as they occur; 

(6) Ensure the establishment and 
maintenance of acceptable levels of an-
alytical performance for each test sys-
tem; 

(7) Ensure that all necessary reme-
dial actions are taken and documented 
whenever significant deviations from 
the laboratory’s established perform-
ance specifications are identified, and 
that patient test results are reported 
only when the system is functioning 
properly; 

(8) Ensure that reports of test results 
include pertinent information required 
for interpretation; 

(9) Ensure that consultation is avail-
able to the laboratory’s clients on mat-
ters relating to the quality of the test 
results reported and their interpreta-
tion concerning specific patient condi-
tions; 

(10) Employ a sufficient number of 
laboratory personnel with the appro-
priate education and either experience 
or training to provide appropriate con-
sultation, properly supervise and accu-
rately perform tests and report test re-
sults in accordance with the personnel 
responsibilities described in this sub-
part; 
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